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DETAILED ACTION 
Status of the Application 

1. Claims 1-51 have been examined in this application. The Information Disclosure 
Statement (IDS) statements filed on February 10, 2003 and December 29, 2003 have also been 
acknowledged. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

3. Claim 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over US Patent Number 
6,305,374 to Zdorjkowski in view of US Patent Number 5,715,390 to Hoffman. 

(A) As per claim 1, Zdorjkowski teaches a method of upgrading a medical device comprising 
(Zdorjkowski: Abstract): 

providing a medical device having a controller that controls operation of the medical device 
according to an operating routine executed by the controller, wherein a set of operating features of the 
medical device is determined based on the operating routine (Zdorjkowski: Col. 3, Ln. 3-23 and Col. 14. 
Ln. 44-48). 

Zdorjkowski does not teach or suggest the other claimed features, however, these are remaining 
features are all well known in the art as evidenced by Hoffman. 

wherein an internal access key is associated with each set of operating features of the medical 
device (Hoffman: Col. 4, Ln. 52-57); 

providing an external device adapted to communicate with the controller; establishing a 
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communication link between the external device and the controller (Hoffman: Col. 4, Ln. 52-Col. 5, Ln. 
6); 

inputting an external access key to the external device; comparing the internal access key 
provided by the medical device with the external access key (Hoffman: Col. 4, Ln. 52-Col. 5 5 Ln. 

6); and 

enabling upgrading of the medical device by enabling the operating routine to be modified 
responsive to the internal access key matching the external access key (Hoffman: Col. 4, Ln. 52-Col. 5, 
Ln. 6). 

At the time of the invention it would have been obvious for one of ordinary skill in the art 
to have modified the method of Zdorjkowski with the aforementioned features from Hoffman 
with the motivation of providing a highly secure method of upgrading a device, as recited in 
Hoffman (Col. 36-38). (Note: Even though Hoffman is directed towards an electric meter the 
concept taught in Hoffman to upgrade an electric meter is the similar to the concept of the 
claimed invention. In addition, the concept of securely upgrading a device or controller in 
Hoffman can be applied to a variety of devices and machines). 

(B) As per claim 2, in the combined method Zdorjkowski in view of Hoffman the medical 
device is a pressure support system comprising a pressure generating system adapted to generate 
a flow of breathing gas, wherein the controller executes a first operating routine to control the 
operation of the pressure generating system according to a first set of operating features 
(Zdorjkowski: Col. 3, Ln. 3-23). 

(C) As per claim 3, the combined method of Zdorjkowski in view of Hoffman further 
comprises, after the enabling step, upgrading the medical device by providing a second operating 
routine from the external device to the controller, wherein the controller thereafter executes the 
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second operating routine causing the pressure support system to operate according to a second 
set of operating features (Hoffman: Col 4, Ln. 52-Col. 5, Ln. 6). 

(D) As per claim 4, the combined method of Zdorjkowski in view of Hoffman the first set of 
operating features includes a first pressure support mode, and wherein the second set of 
operating features includes a second pressure support mode (Hoffman: Col. 4, Ln. 52-Col. 5, Ln. 
6). 

(E) As per claim 5, in the combined method of Zdorjkowski in view of Hoffman the first 
pressure support mode is a bi-level pressure support mode, and wherein the second pressure 
support mode is a bi-level pressure support mode with a timed backup breath delivery capability 
(Hoffman: Col. 4, Ln. 51-59). 

(F) As per claim 6, in the combined method of Zdorjkowski in view of Hoffman the step of 
establishing the communication link includes providing a hard wired connection between the 
external device and the controller (Hoffman: Col. 4, Ln. 23-27). 

(G) As per claim 7, in the combined method of Zdorjkowski in view of Hoffman the step of 
inputting the external access key to the external device includes manually entering the external 
access key into the external device via a keypad associated with the external device, or reading 
the external access key from a memory associated with the external device (Hoffman: Col. 4, Ln. 
29-31). 

(H) As per claim 8, in the combined method of Zdorjkowski in view of Hoffman further 
comprises the step of downloading the external access key to the controller responsive to the 
internal access key being input to the external device, and wherein comparing the internal access 
key with the external access key takes place in the controller (Hoffman: Col. 4, Ln. 57-63). 
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(I) As per claim 9, in the combined method of Zdorjkowski in view of Hoffman each 
internal access key associated with each set of operating features of the medical device is (1) 
generated by the controller based on an access key generating algorithm each time the comparing 
step is to be performed (Hoffman: Col. 4, Ln. 29-33), or (2) stored in advance in a memory in the 
medical device and recalled from the memory each time the comparing step is to be performed 
(Hoffman: Col. 4, Ln. 52-65). 

(J) As per claim 10, in the combined method of Zdorjkowski in view of Hoffman, after the 
enabling step, upgrading the medical device by providing an upgraded operating routine from the 
external device to the controller, wherein the controller thereafter executes the upgraded 
operating routine causing the medical device to operate according to an upgraded set of operating 
features (Hoffman: Col. 1, Ln. 5-9). 

(K) As per claim 1 1, in the combined method of Zdorjkowski in view of Hoffman, each 
internal access key associated with each set of operating features of the medical device is 
generated by the controller based on an access key generating algorithm each time the comparing 
step is to be performed, and further comprising storing the external access key in the medical 
device as a new internal access key, and causing the controller to generate the new internal 
access key in a subsequent access key validation process (Hoffman: Col. 4, Ln. 29-42). 
(L) As per claims 12-21, the claims repeat features previously addressed in the rejection of 
claims 1-11, and are rejected on the same basis. (Note: These claims only differ from claims 1- 
1 1 in that they are directed towards a system rather than a method). 

(M) As per claim 22, Zdorjkowski medical device upgrading system comprising 
(Zdorjkowski: Abstract): a medical device including: 
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processing means for controlling at least one operation of the medical device according to 
an operating routine executed by the processing means (Zdrojkowski: Col. 3, Ln. 3-23 and Col. 
14, Ln. 44-48) , and 

memory means, associated with the processing means, for storing the operating routine, 
wherein a set of operating features of the medical device is determined based on the 
operating routine, and wherein an internal access key is associated with each set of operating 
features of the medical device (Zdrojkowski: Col. 5, Ln. 48-57). 

Zdorjkowski does not teach or suggest the other claimed features, however, these are remaining 

features are all well known in the art as evidenced by Hoffman. 

Hoffman teaches an external device adapted to communicate with the processing means 
via a communication link between the external device and the processing means, wherein the 
external device includes means for receiving an external access key, wherein the 
processing means or the external device includes means for comparing the internal access key of 
the medical device with the external access key and for enabling upgrading of the 
medical device by enabling the operating routine to be modified responsive to the internal access 
key matching the external access key (Hoffman: Col. 4, Ln. 52-Col. 5, Ln. 6). 

At the time of the invention it would have been obvious for one of ordinary skill in the art 
to have modified the device of Zdorjkowski with the aforementioned features from Hoffman 
with the motivation of providing a highly secure method of upgrading a device, as recited in 
Hoffman (Col. 36-38). (Note: Even though Hoffman is directed towards an electric meter the 
concept taught in Hoffman to upgrade an electric meter is the similar to the concept of the 
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claimed invention. In addition, the concept of securely upgrading a device or controller in 
Hoffman can be applied to a variety of devices and machines). 

(N) As per claim 23, the combined device of Zdorjkowski in view of Hoffman further 
includes a pressure generating system adapted to provide a flow of breathing gas to a patient 
under the control of the processing means, wherein the processing means executes a first 
operating routine stored in the memory to control the operation of the pressure generating system 
according to a first set of operating features (Zdorjkowski: Col. 3, Ln. 3-23). 
(O) As per claim 24, in the combined device of Zdorjkowski in view of Hoffman the 
processing means is adapted to receive a second operating routine from the external device 
responsive to the external access key matching the internal access key, and wherein the 
processing means thereafter executes the second operating routine causing the pressure support 
system to operate according to a second set of operating features (Hoffman: Col. 4, Ln. 52-Col. 
5, Ln. 6). 

(P) As per claim 25, in the combined device of Zdrojkowski in view of Hoffman the first set 
of operating features corresponds to a bi-level pressure support mode, and wherein the second set 
of operating features corresponds to a bi-level pressure support mode with a timed backup breath 
delivery capability (Hoffman: Col. 4, Ln. 52-Col. 5, Ln. 6). 

(Q) As per claim 26, in the combined device of the Zdrojkowski in view of Hoffman 
communication link is a hard wired connection between the external device and the processing 
means (Hoffman: Col. 4, Ln. 23-27). 
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(R) As per claim 27, in the combined device of the Zdrojkowski in view of Hoffman the 
external device includes a keypad by which the external access key is manually entered into the 
external device (Hoffman: Col. 4, Ln. 29-31). 

(S) As per claim 28, in the combined device of Zdrojkowski in view of Hoffman the external 
device is adapted to download the external access key to the processing means, and wherein 
comparing the internal access key with the external access key takes place in the processing 
means (Hoffman: Col. 4, Ln. 52-65). 

(T) As per claim 29, in the combined device of Zdrojkowski in view of Hoffman the 
processing means is adapted to generate each internal access key associated with each set of 
operating features of the medical based on an access key generating algorithm executed by the 
processing means each time an access key validation is required (Hoffman: Col. 4, Ln. 29-33). 
(U) As per claim 30, in the combined device of Zdrojkowski in view of Hoffman the external 
device upgrades the medical device by providing an upgraded operating routine from the 
external device to the processing means responsive to an upgrade being enabled, wherein the 
processing means thereafter executes the upgraded operating routine causing the medical device 
to operate according to an upgraded set of operating features (Hoffman: Col. 1, Ln. 5-9). 
(V) As per claim 3 1 , in the combined device of Zdrojkowski in view of Hoffman the 
processing means generates each internal access key associated with each set of operating 
features of the medical device based on an access key generating algorithm each time an access 
key validation process is to be performed, stores the external access key in the medical device as 
a new internal access key, and generates the new internal access key in a subsequent access key 
validation process (Hoffman: Col. 4, Ln. 29-42). 
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4. Claims 32-51 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zdrojkowski in view of Hoffman and in further view of US Patent Number 6,094,702 to 
Williams et al. 

(A) As per claim 32, Zdrojkowski teaches a method of upgrading a medical device 
(Zdrojkowski: Col. 25.Ln. 2-6). 

However, Zdrojkowski does not teach the following features which are well-known in the 
art as evidenced by Williams: 

providing an upgrade request from an upgrade requester to a medical device supplier, 
wherein the upgrade request includes a first product identifier associated with the medical 
device to be upgraded and a requested upgrade of the medical device (Williams: Col. 3, Ln. 43- 
57); 

maintaining a database, available to the medical device supplier, that includes the first 
product identifier for the medical device and an external access key associated with both the 
medical device and an available upgrade (Williams: Col. 3, Ln. 57-64); 

accessing the database, by the medical device supplier, to determine an external access 
key associated with both the medical device to be upgraded and the requested upgrade 
(Williams: Col. 3, Ln. 53-64). 

updating the database to indicate that the medical device having the first product 
identifier has been upgraded with the desired upgrade (Williams: Col. 7, Ln. 14-23). 

At the time of the invention, it would have been obvious for one of ordinary skill in the 
art to have modified the system of Zdrojkowski with the features of Williams with the 
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motivation of providing a means of installing resources into a system that are not enabled when a 
system is sold, as recited in Williams (Col. 2, Ln. 56-58). 

The combined method of Zdrojkowski in view of Williams does not teach or suggest the 
following steps which are well known in the art as evidenced by Hoffman: 

providing the external access key to the medical device (Hoffman: Col. 4, Ln. 52-57); 

comparing the external access key with an internal access key associated with the medical 
device (Hoffman: Col. 4, Ln. 52-Col. 5, Ln. 6); 

enabling an upgrade of the medical device responsive to the internal access key matching 

the external access key (Hoffman: Col. 4, Ln. 52-Col. 5, Ln.). 

At the time of the invention it would have been obvious for one of ordinary skill in the art 

to have modified the method of Zdorjkowski with the aforementioned features from Hoffman 

with the motivation of providing a highly secure method of upgrading a device, as recited in 

Hoffman (Col. 36-38). (Note: Even though Hoffman is directed towards an electric meter the 

concept taught in Hoffman to upgrade an electric meter is the similar to the concept of the 

claimed invention. In addition, the concept of securely upgrading a device or controller in 

Hoffman can be applied to a variety of devices and machines). 

(B) As per claim 33, in the combined method of Zdrojkowski in view of Williams in view 
of Hoffman the step of providing the external access key to the medical device includes 
providing the desired upgrade to the upgrade requester via a distribution media 

or a electronic communication link (Williams: Col. 3, Ln. 64-67). 

(C) As per claim 34, in the combined method of Zdrojkowski in view of Williams in view of 
Hoffman the step of providing the external access key and the desired upgrade includes 
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providing the external access key on a first medium and providing the desired upgrade on a 
second medium (Hoffman: Col. 4, Ln. 52-65). 

(D) As per claim 35, in the combined method of Zdrojkowski in view of Williams in view of 
Hoffman the step of comparing the external access key with an internal access key takes place in 
the medical device to be upgraded (Hoffman: Col. 4, Ln. 57-63). 

(E) As per claim 36, in the combined method of Zdrojkowski in view of Williams in view of 
Hoffman the step of updating the database includes providing a second product identifier (serial 
number) associated with the medical device (Hoffman: Col. 4, Ln. 47-51). 

(F) As per claim 37, in the combined method of Zdrojkowski in view of Williams in view of 
Hoffman the medical device includes a controller that controls operation of the medical device 
according to an operating routine executed by the controller (Zdrojkowski: Col. 3, Ln. 3-23), 
wherein a set of operating features of the medical device is determined based on the operating 
routine, wherein the internal access key is associated with each set of operating features of the 
medical device; and wherein providing the external access key to the medical device 
comprises: providing an external device adapted to communicate with the controller (Hoffman: 
CoL 4, Ln. 17-42), establishing a communication link between the external device and the 
medical device, and inputting an external access key to the external device (Hoffman: Col. 4, Ln. 
17-42) 

(G) As per claim 38, in the combined method of Zdrojkowski in view of Williams in view of 
Hoffman, after the enabling step, upgrading the medical device by providing an upgraded 
operating routine from the external device to the controller, wherein the controller thereafter 
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executes the upgraded operating routine causing the medical device to operate according to an 
upgraded set of operating features (Hoffman: Col. 1, Ln. 5-9) 

(H) As per claim 39, in the combined method of Zdrojkowski in view of Williams in view of 
Hoffman comprises the step of providing the upgraded set of operating features to the external 
device from the medical device supplier (Hoffman: Col. 1, Ln. 5-9). 

(I) As per claim 40, in the combined method of Zdrojkowski in view of Williams in view of 
Hoffman each internal access key associated with each set of operating features of the medical 
device is generated by the controller based on an access 

key generating algorithm each time the comparing step is to be performed, and further 
comprising storing the external access key in the medical device as a new internal access key, 
and causing the controller to generate the new internal access key in a subsequent access key 
validation process (Hoffman: Col. 4, Ln. 17-42). 

(J) As per claim 4 1 , in the combined method of Zdrojkowski in view of Williams in view of 
Hoffman the medical device is a pressure support system comprising a pressure generating 
system adapted to generate a flow of breathing gas, wherein the controller executes a first 
operating routine to control the operation of the pressure generating system according to a first 
set of operating features (Zdrojkowski: Col. 3, Ln. 3-23). 

(K) As per claim 42, in the combined method of Zdrojkowski in view of Williams in view of 
Hoffman, after the enabling step, upgrading the medical device by providing a second operating 
routine from the external device to the controller, wherein the controller thereafter executes the 
second operating routine causing the pressure support system to operate according to a second 
set of operating features (Hoffman: Col. 1, Ln. 5-9). 
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(L) As per claim 43, in the combined method of Zdrojkowski in view of Williams in view of 
Hoffman the first set of operating features includes a first pressure support mode, and wherein 
the second set of operating features includes a second pressure support mode (Zdrojkowski: Col. 
3, Ln. 51-58). 

(M) As per claim 44, in the combined method of Zdrojkowski in view of Williams in view of 
Hoffman the first pressure support mode is a bi-level pressure support mode, and wherein the 
second pressure support mode is a bi-level pressure support mode with a timed backup breath 
delivery capability (Zdrojkowski: Col. 14, Ln. 43-48). 

(N) As per claim 45, in the combined method of Zdrojkowski in view of Williams in view of 
Hoffman the step of establishing a communication link includes providing a hard wired 
connection between the external device and the controller (Hoffman: Col. 4, Ln. 17-24). 
(0) As per claim 46, in the combined method of Zdrojkowski in view of Williams and 
Hoffman the step of inputting an external access key to the external device includes manually 
entering the external access key into the external device via a keypad associated with the 
external device, or reading the external access key from a memory associated with the external 
device (Hoffman: Col. 4, Ln. 29-31). 

(P) As per claim 47, in the combined method of Zdrojkowski in view of Williams and 
Hoffman the step of comparing the internal access key with the external access key takes place in 
the controller (Hoffman: Col. 57-65). 

(Q) As per claim 48, in the combined method of Zdrojkowski in view of Williams and 
Hoffman each internal access key associated with each set of operating features of the medical 
device is (1) generated by the controller based on an access key generating algorithm each time 
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the comparing step is to be performed (Hoffman: Col. 4, Ln. 29-33), or (2) stored in advance in 
the medical device and recalled from memory each time the comparing step is to be performed 
(Hoffman: Col. 4, Ln. 23-25). 

(R) As per claims 49-5 1 , the claims repeat features previously addressed in the rejection of 
claims 32-48, and are rejected on the same basis. 

Conclusion 

5. Any inquire concerning this communication or earlier communications from the 
examiner should be directed to Vivek Koppikar, whose telephone number is (571) 272-5109. 
The examiner can normally be reached from Monday to Friday between 8 AM and 4:30 PM. 

If any attempt to reach the examiner by telephone is unsuccessful, the examiner's 
supervisor, Joseph Thomas, can be reached at (571) 272-6776. The fax telephone number for 
this group is (703) 305-7687 (for official communications including After Final communications 
labeled "Box AF"). 
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Another resource that is available to applicants is the Patent Application Information 
Retrieval (PAIR). Information regarding the status of an application can be obtained from the 
(PAIR) system. Status information for published applications may be obtained from either 
Private PAIR or Public PAX. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, please feel 
free to contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



Sincerely, 
Vivek Koppikar 




12/21/2005 



